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@ John Jenkins, M.D. Acting Director 
* 

Divisidn of Metabolism and Endocrine Drug Products (rrr;D-~ 10) 
. . Docuhent Control Room 148-19 . 

Food and Drug Administration 
5600 Fishers Lank 
Rockville, Ml3 20857 

RE: Amendment to NDA 21-301 
Levoxyl (Levotbyroxhe Sodium Tablets, ‘USP) . 

Dear Dr. Jenkins: . 

JONES ISARM INCON?OWU’ED is hereby submitting an amendment to our 
pending New Drug Applicat.ion’(NDA) for Levoxyl (Levothyroxine Sodium Tablets, 
WSP) submitted July 28,2000. The information stibmitted in this amendmknt was 
requested by the FDA Biophtiaceutics Reviewers, as a result of a t&conference held 
%eti&en FDA and Joties on February 9,2001. 

. . . . : :* , . . . . 

Dissolution profiles f?om three lots of each strength were sub&ted ip kction 6.3 of the 
original NDA. The procedure utilized for the dissolution tests fonowed the USP 24 . 
monograph which included 0.2% sodium lauryl sulfate (SLS) in the di&Juticxn medium. 
The FDA Biophannaceutics Revieweis requested that Jones perform dissol~tidn testing 
without the SLS in the medium to determine if the SLS is a necessary compo&it. 

33s application consists of a single volume. An archival copy is being filed in a blue 
folder and a teclmka-l review copy is being filed in a red folder. Additionally desk copies 
are being sent to Mr. Steve MCort project Mtiger, FDA) and Dr. Steve Jobnkn 
(FIIIA Biophaimaceutics Reviewer). . 
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&nendineat to. NIlA 21;301 * . 
Levoxyl (LevoeIhymxine Sodium Tablets, UfZ) 

BY t&s l&x, it is cetifkd @at a We copy oftis amendmenf (includixxg a copy of FDA 
applicatim fo- 35G md a certification that the contexts ti a true copy ofthe amendmea 
filed wh.b the Ckrrkr for Drug Evduation and Research) %as sent to the Ktias City &ztict 
office of the FDA.. This “field COPY” was contained in a bug-u&y folder. 

We look forward to the approval oftis MIA. Should any additional i.x$oImation- be 
reqced, please do not b&ate to contact me at (314) 576-6100 ext. 3070. 
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Sincerely, 

J&ES PI- ~c~~c&tlljED 
(A wholly owned subsidiary of King Pharnucevrticats, Inc.) 
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Nancy Cafimeyer 
Director, R.egulatory Aff&irs 

&Enclosure 


